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Executive Summary

The Medical Device User Fee Amendments of 2017 (MDUFA) requires the Food and
Drug Administration (FDA) to report annually on the financial aspects of MDUFA
implementation. This is the fifth report under the fourth authorization of MDUFA
(MDUFA 1V) and covers fiscal year (FY) 2022.

MDUFA specifies that the following three legal conditions must be satisfied each year
for FDA to collect and spend MDUFA user fees:

1. Within FDA’s Salaries and Expenses Appropriation, the amount appropriated for
devices and radiological health, excluding fees, each fiscal year must not be
more than 1 percent less than $320,825,000, multiplied by an adjustment factor
specified in the statute.

2. The fee amounts FDA may collect must be provided in appropriation acts.

3. FDA must spend at least as much from appropriated funds, excluding fees, for
the review of device applications as it spent in FY 2009, multiplied by an
adjustment factor specified in the statute.

Section 704(g)(10) of the Federal Food, Drug, and Cosmetic Act also contains a
provision that FDA must spend at least as much on medical device establishment
inspections as it spent in FY 2002, increased by 5 percent each fiscal year. If FDA does
not satisfy this condition for 2 consecutive years, FDA is prohibited from allowing
accredited third parties to conduct certain medical device establishment inspections.

FDA met the three legal conditions in FY 2022, and this report explains how these legal
conditions were satisfied. The statements and tables in the report provide data on
medical device user fee collections, expenditures, and carryover, as well as
comparative data from prior years. FDA did not fulfill the provision regarding spending
on medical device inspections and thus no device establishment may be inspected in
FY 2023 by an accredited third party. In FY 2022, FDA had net collections of $260
million in medical device user fees, spent $333 million in user fees for the device review
process, and carried $252 million forward for future fiscal years.

MDUFA 1V user fees and non-user fee appropriations in FY 2022 supported 1,750 full-
time equivalents, including salaries and operational expenses, to support the review of
device applications. Detailed program accomplishments can be found in the FY 2022
MDUFA Performance Report.
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Report Overview

A. Scope

This financial report addresses the implementation and use of medical device user fees
by the Food and Drug Administration (FDA or Agency) during the period of October 1,
2021, through September 30, 2022. It presents the legal conditions that FDA must
satisfy to collect and spend medical device user fees each year and documents how
FDA determined that it met those requirements. It also presents information on the
spending level for medical device inspections that must be satisfied for FDA to continue
the third-party inspection program and documents how FDA determined that it did not
meet that requirement. In addition, this report presents summary statements of fiscal
year (FY) 2022 fee collections, carryover, obligations of user fees, and total costs of the
process for the review of device applications from both Medical Device User Fee
Amendments (MDUFA) fees and non-user fee appropriations.

B. Report Requirements

In accordance with section 738A(a)(4) of the Federal Food, Drug, and Cosmetic Act
(FD&C Act), for FY 2018 through FY 2022, FDA will publish an annual financial report
on the implementation of the authority for user fees during each fiscal year and the use
by FDA of the fees collected for such fiscal year. The purpose of this report is to meet
these requirements.

FDA is required to submit the financial report to Congress no later than 120 days after
the end of each fiscal year (September 30).
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Management Discussion

C. Agency Background

FDA is responsible for protecting the public’s health by helping to ensure the safety,
efficacy, and security of human and veterinary drugs, biological products, and medical
devices and by ensuring the safety of our nation's food supply, cosmetics, and products
that emit radiation. FDA also has responsibility for regulating the manufacturing,
marketing, and distribution of tobacco products and advancing the public’s health. FDA
not only helps speed innovations that make medical products safer and more effective
but also helps the public get the accurate, science-based information needed to use
medical products and consume foods to maintain and improve their health. FDA
similarly plays a significant role in the nation's counterterrorism capability.

Program Organization

There are four major components that support the MDUFA program: the Center for
Devices and Radiological Health (CDRH), the Center for Biologics Evaluation and
Research (CBER), the Office of Regulatory Affairs (ORA), and Headquarters (HQ).
Exhibit 1 provides an overview of the mission for each of these components.

Exhibit 1: User Fee Program Components

Component Mission

Protects and promotes the public’s health by helping to ensure that patients
CDRH and providers have timely and continued access to safe, effective, and
high-quality medical devices and safe radiation-emitting products.

Ensures the safety, purity, potency, and effectiveness of biological
products, including vaccines, allergenics, blood and blood products, and
CBER cells, tissues, and gene therapies for the prevention, diagnosis, and
treatment of human diseases, conditions, or injury. Regulates medical
devices related to licensed blood and cellular products.

Protects consumers and enhances public health by maximizing compliance

ORA of FDA-regulated products and minimizing the risk associated with those
products.
Provides FDA-wide program direction and administrative services to ensure
HQ FDA'’s consumer and patient safety programs are effectively and efficiently
managed.

User Fee Governance
The Agency’s expanding level of user fees, the reporting of the Agency’s performance

commitments associated with these fees, and the need for FDA to convey how these
fees are executed calls for strong financial governance. This governance includes an
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understanding of the design of these programs, clear financial plans, data-driven
decisions on resource allocation, consistency and transparency about assumptions,
reliable financial forecasting, and accountability for resources spent.

FDA leverages the User Fee Financial Management Committee (UFFMC) for user fee
governance. The UFFMC consists of senior financial, business operations, and
program experts across the Agency that evaluate user fee resource needs, develop
financial allocation plans, and forecast resource requirements — both programmatic and
administrative — to support user fee financial decisions. The UFFMC is responsible for
providing oversight and support of appropriate standards and policies to ensure FDA'’s
compliance with sound financial management practices, as well as FDA’s compliance
with statutory provisions that authorize FDA to collect and spend user fees. The
UFFMC receives policy guidance and strategic direction directly from FDA’s Executive
Committee relative to how the Agency will forecast and react to industry trends, plan
and manage its research agenda in support of the user fee programs, and forecast its
user fee workload. The UFFMC advises the Executive Committee and other Center-
and Office-level bodies on a variety of financial and performance-related topics.

D. User Fee Background and Structure

The FD&C Act, as amended by MDUFA, authorizes FDA to collect fees from industry to
supplement non-user fee appropriations that the Agency spends on the process for the
review of device applications. The FDA Reauthorization Act of 2017 includes the third
reauthorization of MDUFA, also known as MDUFA 1V, which extends the program from
October 1, 2017, through September 30, 2022. This 5-year reauthorization ensures
continued funding for FDA from FY 2018 through FY 2022 to support program
operations, evaluation, and improvement. Under MDUFA, companies must pay
application fees when submitting certain device applications to FDA. Fee-paying
applications include premarket approval (PMA) applications; product development
protocols (PDPs); premarket reports (PMRs); biologics license applications (BLAS);
certain supplements to all of these applications; De Novo classification requests;
premarket notification submissions (510(k)s); 30-day notices of changes to
manufacturing procedures or methods of manufacture affecting device safety and
effectiveness; and requests for classification information under section 513(g) of the
FD&C Act. Under MDUFA, firms must pay an annual fee for each “establishment
subject to a registration fee” and a fee for periodic reports regarding class Il devices.
The base fees for a PMA or BLA and for device establishment registration are specified
in the statute for each year through FY 2022. Fees for other application types and for
periodic reports are fixed by statute as a percentage of the PMA fee for each year.

MDUFA IV continues to deliver tremendous public health benefits by enhancing FDA’s
capacity to review medical devices so that safe and effective products can come to the
market more quickly.

FDA spends MDUFA user fee collections and non-user fee appropriations to hire,
support, and maintain personnel for the review of medical device applications to help
ensure that safe, effective, and high-quality medical devices are available to the
American public. Exhibit 2 outlines MDUFA IV’s fee structure.
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Fee Type Definition

Application
Fees

Exhibit 2: MDUFA IV Fee Structure

Premarket
application

An application for approval of a device submitted under
section 515(c) of the FD&C Act or section 351 of the Public
Health Service Act (PHS Act) or a product development
protocol described in section 515(f) of the FD&C Act. In
general, these are applications providing scientific and
regulatory documentation to demonstrate a reasonable
assurance that a class Ill medical device is safe and effective
for its intended use.

Premarket report
(submitted under
section 515(c)(2)
of the FD&C Act)

A report submitted under section 515(c)(2) of the FD&C Act.
In general, a type of premarket application required for class
[l devices originally approved for a single use (that is, use on
a single patient during a single procedure) that a
manufacturer has reprocessed for additional use.

Efficacy
supplement (to an
approved BLA
under section 351
of the PHS Act)

A supplement to an approved premarket application under
section 351 of the PHS Act that requires substantive clinical
data. In general, a supplement to an approved application
proposing to make one or more changes to a product, its
manufacturing, or its labeling that necessitates the
submission of data from significant studies.

Panel-track
supplement

A supplement to an approved premarket application or
premarket report under section 515 of the FD&C Act that
requests a significant change in design or performance of the
device, or a new indication for use of the device, and for
which substantial clinical data are necessary to provide a
reasonable assurance of safety and effectiveness.

De Novo
classification
request

A request made under section 513(f)(2)(A) of the FD&C Act
with respect to the classification of a device. In general, a
request for FDA to classify a device for which there is no
legally marketed predicate but for which general or general
and special controls provide a reasonable assurance of
safety and effectiveness.

180-day
supplement

A supplement to an approved premarket application or
premarket report under section 515 of the FD&C Act that is
not a panel-track supplement and requests a significant
change in components, materials, design, specification,
software, color additives, or labeling. In general, a
supplemental application to an approved PMA or premarket
report that typically requests approval of a significant change
in aspects of a device, such as its design, specifications, or
labeling, when demonstration of reasonable assurance of
safety and effectiveness either does not require new clinical
data or requires only limited clinical data.

Real-time
supplement

A supplement to an approved premarket application or
premarket report under section 515 of the FD&C Act that
requests a minor change to the device, such as a minor
change to the design of the device, software, sterilization, or
labeling, and for which the applicant has requested (and the
Agency has granted) a meeting or similar forum to jointly
review and determine the status of the supplement.
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Fee Type

Definition
A report submitted under section 510(k) of the FD&C Act. In

510(k) premarket general, a premarket submission made to FDA to

notification demonstrate that a device to be marketed is substantially

submission equivalent to a legally marketed device that is not subject to
the PMA review process (i.e., a predicate device).

513(g) request for A request made under section 513(g) of the FD&C Act for

classification information about the class in which a device has been

information classified or the requirements applicable to a device.

Annual
Fees

Annual fee for
periodic reporting
on a class Il
device

Annual fee associated with periodic reports required by a
premarket application approval order. In general, fee to be
paid by sponsors of class Il devices for post-approval
periodic reports (e.g., annual reports) which are submitted to
FDA in accordance with 21 CFR 814.82(a)(7) and 814.84(b).

Annual
establishment
registration fee

Fee to be paid by an establishment that is registered (or is
required to register) with the Secretary of Health and Human
Services (delegated to FDA) under section 510 of the FD&C
Act because such establishment is engaged in the
manufacture, preparation, propagation, compounding, or
processing of a device.

The statute specifies how the fees must be calculated each fiscal year, including annual
adjustments that must be made for inflation. The fee amounts are to be published in the
Federal Register each year, typically at the beginning of August.”

MDUFA user fees are not fees-for-service. The user fees that are collected are pooled
and may be used for the allowable activities defined in the FD&C Act. Refer to
Appendix A for a detailed list of allowable and excluded activities.

Appendix B provides more information on the history of the user fee program.
E. Legal Conditions

The FD&C Act, as amended by MDUFA, specifies that three legal conditions must be
satisfied each year for FDA to collect and spend medical device user fees. Exhibit 3
describes those legal conditions and provides a brief explanation as to how those legal
conditions were met for FY 2022.

A See https://www.federalregister.gov/documents/2021/08/02/2021-16408/medical-device-user-fee-rates-
for-fiscal-year-2022.
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Exhibit 3: MDUFA Legal Conditions

Legal

Condition # Details

Description

Within FDA’s Salaries and Expenses Appropriation, the
amount appropriated for devices and radiological health,
excluding fees, each fiscal year must not be more than 1
percent less than $320,825,000, multiplied by an
adjustment factor specified in the statute.

Condition
Was Met

In FY 2022, the final appropriation for the Device and
Radiological Health line of FDA’s Salaries and Expenses
Appropriation (excluding user fees) was $419,543,000.
Therefore, the first legal condition was satisfied.

Description

The fee amounts FDA may collect for each fiscal year
must be specified in that year’s user fee appropriation
acts.

Condition
Was Met

The Consolidated Appropriations Act, 2022 (Public Law
117-103), which the President signed on March 15,
2022, made appropriations through September 30,
2022, for the salaries and expenses account of FDA.
This act specified that $24 3,473,000 shall be derived
from medical device user fees and that medical device
user fees collected in excess of this amount are also
appropriated for FDA. Therefore, the second legal
condition was satisfied.

Description

The third condition requires a minimum spending from
appropriations, excluding user fees, on the MDUFA
program. The minimum spending from appropriations is
the amount that FDA spent on the MDUFA program in
FY 2009, multiplied by the adjustment factor.

Condition
Was Met

That specified minimum level for FY 2022 is
$240,801,184 (rounded to the nearest thousand dollars).
In FY 2022, FDA spent $292,946,693 from
appropriations (exclusive of user fees) on the process for
the review of device applications. Because FDA spent
more than the specified minimum amount from
appropriations in FY 2022, the third legal condition was
satisfied.

The legal conditions as they were stated in the FD&C Act and details on the adjustment

factor are included in Appendix C.

Section 704(g)(10) of the FD&C Act also provides that FDA’s obligations for medical
device establishment inspections must be equal to or greater than the amount spent in
FY 2002, increased by 5 percent each fiscal year. If this condition is not met for 2
consecutive years, FDA is not allowed to use accredited third parties to conduct certain
medical device establishment inspections in future years.
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That specified minimum level for FY 2022 is $51,540,314. In FY 2022, FDA obligated
$51,117,744 from appropriations (exclusive of user fees) for medical device inspections.
Therefore, FDA'’s spending on medical device establishment inspections did not meet
the specified minimum level. Furthermore, as described in the FY 2021 MDUFA
Financial Report, FDA’s spending on medical device establishment inspections for FY
2021 did not meet the specified minimum level. FDA has not met the specified
minimum level of spending on medical device establishment inspections for 2
consecutive years. Consequently, per section 704(g)(10) of the FD&C Act, accredited
third-party inspections cannot be conducted in FY 2023.
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Financial Information

This section provides an overview of the program financials for MDUFA for FY 2021 and
FY 2022. These financials include user fee revenues, obligations, carryover, non-user
fee appropriations, and full-time equivalents (FTESs).

F. User Fee Financials

Table 1 represents a summary of the MDUFA User Fee financial position for FY 2021
and FY 2022. The financial notes referenced in this table can be found in Appendix D.

Table 1: Medical Device Collections, Obligations, and Carryover for Fiscal Years
2021 and 2022

Budgetary Resources Notes FY 2021 FY 2022
Target Revenue Note 1 | $236,059,000 | $243,473,000
Total Carryover,

Beginning of Year $299,060,981 | $322,958,046
Net Collections $268,753,004 | $260,321,107
Recoveries Note 2 $3,748,055 $1,619,483
;°ta' TS $571,562,040 | $584,898,636
esources
Obligations Notes FY 2021 FY 2022
Total Payroll & Operating | Note 3 | $212,859,688 | $291,192,160
Total Rent Note 4 | $12,768,317 $13,961,213
Total Shared Services B Note 5 | $24,271,738 $27,718,472
Total Obligations $249,899,743 | $332,871,845

Carryover Notes FY 2021 FY 2022
$322,958,046 | $252,026,792

Total Carryover,
End of Year P
Target Revenue has been rounded to the nearest thousand dollars.

Budgetary Resources: The budgetary resources component of Table 1 illustrates the
sum of the total user fee funding (i.e., the existing total carryover and additional user fee

B This obligation includes payroll and operating for the Working Capital Fund’s FTE.

€ For FY 2022, this carryover included $53.9M of unearned revenue and $26.7M of unappropriated
amounts. See Note 7 and Note 8 on Table 6.

P For FY 2021, there was a one-time Journal Voucher adjustment required to correct a historical
misalignment of Budgetary Resource and Cash Account Balances.
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collections). The target revenue is the inflation-adjusted total revenue amount
calculated when fees for the fiscal year are set. Net collections are the actual amount
collected including refunds during the fiscal year.

MDUFA specifies how the fees must be calculated each fiscal year, including annual
adjustments to the base fees and the total revenue that must be made for inflation.
After the applicable inflation adjustment to fees is done, FDA may increase the base fee
amounts on a uniform proportionate basis if necessary to achieve the inflation-adjusted
total revenue amount. See section 738(c)(2)(D)(ii) of the FD&C Act. If necessary after
this adjustment, FDA may further increase the base establishment registration fees to
generate the inflation-adjusted total revenue amount (see section 738(c)(3) of the FD&C
Act). If submissions or registrations are higher than estimated, collections may exceed
the inflation-adjusted total revenue amount in a given fiscal year. FDA has applied the
adjustments to calculate the target revenue for annual fee setting. See Table 2.

Obligations: The obligations component of Table 1 shows the expenditure of MDUFA
fee funds broken out into major expense categories.

MDUFA fees may be expended only for costs to support the “process for the review of
device applications,” as specified in the statute. See sections 737(9) and 737(10) of the
FD&C Act.

Carryover: MDUFA fees that are collected, earned, appropriated, and not obligated at
the end of a fiscal year remain available to FDA for use in future fiscal years. In this
report, such fee funds, plus certain user fee funds that FDA has collected that are
considered unappropriated or otherwise subject to restrictions, are referred to as the
“total carryover” or the “MDUFA carryover.” Maintaining an appropriate level of
carryover enables FDA to mitigate financial risks to the program, including, for example,
the risk of under-collecting fee amounts and the risk of a lapse in appropriations so that
FDA can continue performing activities related to the process for the review of device
applications under such financial constraints.
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G. User Fee Revenue

Table 2 outlines the target revenue amounts for FY 2021 and FY 2022. The financial
notes referenced in this table can be found in Appendix D.

Table 2: Medical Device Revenue for Fiscal Years 2021 and 2022

Target Revenue Notes FY 2021 FY 2022

Base Amount $211,748,789 | $213,687,660
Inflation Adjustment Note 6 | $24,310,455 $29,784,854
Target Revenue Total Note 1 | $236,059,000 $243,473,000

Target Revenue numbers have been rounded to the nearest thousand dollars.
All other numbers have been rounded to the nearest dollar.

The process for setting the annual target revenue is defined in the statute. The initial
amount for FY 2022 (i.e., the “total revenue amount”) is specified in the statute. Each
year’s total revenue amount is to be adjusted for inflation. Please refer to the respective
Notes referenced in the table above for more details.

MDUFA specifies that user fees shall be collected

for certain medical device application submissions The year in which user fee
(which include periodic reports) and that annual collections are originally due and
user fees shall be collected for establishment reported. For example, a fee
registrations. In addition, MDUFA directs FDA to originally due in FY 2022 but
set the fee rate for each application type and for received in FY 2023 is attributed
periodic reports as a percentage of the standard to FY 2022's collections.

fee for a PMA. These base fee amounts for each application type are adjusted for
inflation and then, if necessary, further increased and rounded to the nearest thousand
dollars to generate the target revenue total. User fee collections are recognized and
reported in the year that the fee was originally due (referred to as the “cohort year”).
Totals reported for each fiscal year are net of any refunds for the cohort year. Net
collections differ between the fiscal year and the cohort year. Cohort year collections
reflect collections for a single year (e.g., FY 2022) across multiple fiscal years.
Transactions such as late collections or refunds processed in a different fiscal year are
displayed in Tables 3a, 3b, 3c, and 3d (e.g., a refund processed during FY 2022 for an
FY 2021 payment), but other data tables use FY data that solely show the activity within
that single fiscal year. To ensure the quality of the information provided in this financial
report, FDA annually updates the prior year’'s numbers.

Under MDUFA, fees collected, earned, and appropriated but not spent by the end of the
fiscal year continue to remain available for FDA to spend in future years, as they are
classified as “no-year funding.” The funds carried over from year to year are described
in Section | — User Fee Carryover. Unearned fees are fees received by September
30, 2022, either for applications that had not been submitted to FDA as of September
30, 2022, or for establishment fees received without identification of the remitter.
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Decrease in Collections User fee collections were composed of collections from

The primary factor in the medical device application submissions and annual
decrease in collections establishment registration user fees under MDUFA V.
from FY 2021 to FY 2022 Tables 3a, 3b, 3¢, and 3d outlines MDUFA collections by
was the decrease in the fee source and cohort year. Unearned fees are a subset
number of registration of total collections. Fees receivable is the balance of
ffeesnrcece'ved by the money due that has not yet been collected as of

gency. September 30, 2022.

Table 3a: Medical Device User Fee Collections by Fee Source for Cohort Year

2021
Fees Collected Estimatedt Actual % Dif.
Application Fee $84,527,617 | $79,415,235 -6%
Eeg's“'at'o” $152,315,344 | $190,366,996 | 25%
ees
Total A
Collections $236,842,961 | $269,782,231 14%

Numbers have been rounded to the nearest dollar.
tTEstimated values were taken from the Medical Device User Fee Rates for FY 2021.

Table 3b: Medical Device User Fee Collections by Fee Source for Cohort Year

2022
Fees Collected Estimated t Actual % Dif.
Application Fee | $79,896,132 | $78,647,663 | -2%
Eeg'Strat'O” $182,798.329 | $185.452,089 | 1%
ees
Total o
P $262,694,460 | $264,090,752 | 1%

Numbers have been rounded to the nearest dollar.
tTEstimated values were taken from the Medical Device User Fee Rates for FY 2022.

Table 3c: Medical Device Unearned Fees by Fee Source for Cohort Years 2021

and 2022
Unearned Fees CohortYear = Cohort Year
2021 2022
Application Fee $3,093,605 $8,800,505

Registration Fees $2,917,064 $3,471,094
Total Receivables $6,010,669 $12,271,599

Numbers have been rounded to the nearest dollar.
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Fees Receivable

Cohort Year 2021
Actuals

Cohort Year 2022
Actuals

Application Fee $1,684,257 $2,544,282
Registration Fees $355,459 $79,937
Total

Receivables $2,039,716 $2,624,219

Numbers have been rounded to the nearest dollar.

H. Total MDUFA Program Costs

Table 3d: Medical Device User Fees Receivable by Fee Source for Cohort Years
2021 and 2022

The MDUFA program is supported by both user fees and non-user fee appropriations.
MDUFA fees may be expended only for costs necessary to support the “process for the
review of device applications,” as specified in the statute. For more information on the
allowable and excluded costs, see Appendix A. In addition, FDA calculates the total
MDUFA program costs based on what is allowable under “the process for the review of
device applications.”

For historical context, Table 4 provides the total amounts (from user fees and non-user

fee appropriations) spent by FDA and by each FDA organization on the MDUFA
program for the past 5 fiscal years.

Table 4: MDUFA Program — Historical Trend of Total Costs by Organization as of
September 30 Fiscal Year

FY2018  FY2019 FY 2020 FY 2021 FY 2022

CDRH Spent (§) | $345,841,190 | $385201,127 | $377,702,623 | $431,620,290 | $532,061,725
g/BRH Percent 78% 80% 80% 83% 85%
CBER Spent (§) | $47,516423 | $49,038,852 | $52,009,143 | $42,036,545 | $43,561,256
(9,/3ER Percent 1% 10% 1% 8% 7%
ORA Spent($) | $13,842148 | $10,820248 | $11,036.341 | $10,093225 | $12,540,499
(O%R)A Percent 3% 2% 2% 2% 2%
HQ Spent ($) $38.641,223 | $38,269,145 | $30,895317 | $35719.285 | $37,655,059
HQ Percent (%) 9% 8% 7% 7% 6%

Total Spent | $445,840,084 | $483,338,372 | $471,643,425 | $519,469,345 | $625,818,538

Numbers have been rounded to the nearest dollar.
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Exhibit 4 provides an illustration of historical MDUFA obligations over the past 5 fiscal
years.

Exhibit 4: Historical MDUFA Program Obligations for Fiscal Year

$700,000,000
$600,000,000
$500,000,000
$400,000,000
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$200,000,000
$100,000,000
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FY 2018 FY 2019 FY 2020 FY 2021 FY 2022

As demonstrated by this exhibit, the MDUFA program’s costs in FY 2022 increased
from FY 2021 and previous year’s levels. This increase was due to an increase in
FDA'’s level of staff effort supporting MDUFA process activities, an increase in MDUFA-
related payroll costs, and an increase in operating spending to expedite the
implementation of the digital transformation initiative in support of MDUFA process
activities. In FY 2022, the MDUFA program obligated funds to support meeting MDUFA
IV’s commitments, such as improving the premarket process, developing infrastructure,
and enhancing scientific and regulatory review. Specifically, resources were used to
support the following key areas:

e Digital health
¢ Independent assessments
e Infrastructure

Quality management

Scientific and regulatory review capacity (recruitment and retention)
Information technology (IT) infrastructure for submission management
Training

Time reporting
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Patient engagement and the science of patient input
Real-world evidence

Standards

Third-party review

Details of these areas can be found in the 2022 MDUFA Performance Report to
Congress.
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Focusing specifically on the user fee component of total MDUFA program costs, Table
5 provides a comparison breakout of user fee obligations by expense category during

the past 2 fiscal years. The financial notes can be found in Appendix D.

Table 5: Medical Device User Fee Obligations by Expense Category for Fiscal
Years 2021 and 2022

User Fee Obligations Notes FY 2021 FY 2022
Payroll & Operating Note 3
CDRH $191,912,710 | $265,904,935
CBER $10,844,490 $12,809,884
ORA $1,626,083 $2,223,725
HQ $8,476,406 $10,253,616
Total Rent Note 4 | $12,768,317 $13,961,213
Total Shared ServicesE | Note5 | $24,271,738 | $27,718,472
Total Obligations $249,899,744 | $332,871,845

Numbers have been rounded to the nearest dollar.

Total obligations include payroll and operating, rent, and shared services costs. The
details of each component of total obligations are as follows:

L1 Payroll and Operating: These obligations provide for payroll and operating
costs that support the allowable activities for which MDUFA fees may be
expended, as set forth in the statute. Such payroll and operating activities
include, for example, core regulatory review functions, pre-approval inspections,
guidance and policy development activities, scientific activities, and management
and administrative functions that support the MDUFA program.

71 Rent: This amount is paid to the General Services Administration (GSA) for the

federal buildings that FDA occupies, as well as directly to non-federal sources for
direct leases and services. This rent is charged at different rates depending on
the type and location of the space provided.

(1 Shared Services: FDA co